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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on 26 July 2010 has been entered. 

It is noted that the status of claim 52 is listed as (Currently Amended). It should be 
listed as (Previously Presented) because the amendment of the claim was presented In 
applicants' submission of 1 October 2009. 

New claim 67 has been added. 

2. Claims 31, 35, 37 and 40-67 are pending and under consideration. 

Rejections Maintained 

3. The rejection of claims 31, 35, 37 and 61-63 under 35 U.S.C. 112, first paragraph, scope 
of enablement for treatment or prevention of all diseases caused by all agents. Is maintained for 
reasons of record. 

Applicants argue that the Examiner seems to require a showing of efficacy of in vivo 
administration of DMBTl. Applicants argue that the specification teaches the presence of 
expressed DMBTl decreased the sensitivity to an inflammatory agent, and that the Declaration 
of Dr. Mollenhauer shows in administration of DMBTl decreases inflammatory factors. 
Therefor, other individuals have concluded that administration of DMBTl would be effective to 
treat diseases. 
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The examiner has considered applicants' arguments, but does not find it persuasive for 
reasons of record. While the specification and the Declaration of Dr. Mollenhauer do teach in 
vitro Identification of DMBTl characteristics, there is no evidence that DMBTl would fulfill the 
requirements of the instant claims, i.e., treat or prevent diseases in vivo. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Newly added claim 67 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for DMBTl identification and purification, production of 
DMBTl knockout mice and in vitro binding studies, does not reasonably provide enablement for 
treatment or prevention of ulcerative colitis caused by all agents. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

Enablement requires that the specification teach those in the art to make and use the 
invention without undue experimentation. Factors to be considered in determining whether a 
disclosure would require undue experimentation include (1) the nature of the invention, (2) the 
state of the prior art, (3) the predictability or lack thereof in the art, (4) the amount of direction 
or guidance present, (5) the presence or absence of working examples, (6) the quantity of 
experimentation necessary, (7) the relative skill of those in the art, and (8) the breadth of the 
claims. 

The nature of the invention - methods of treating or preventing ulcerative colitis caused 
by an agent possessing >il accessible sulphate and/or >1 accessible phosphate group 
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comprising administering to a patient a therapeutically effective amount of a polypeptide 
comprising the sequence of SEQ ID N0:1, or a functional fragment or derivative thereof, or of a 
nucleic acid comprising the sequence of SEQ ID N0:2, or a functional fragment or derivative 
thereof. 

The state of the prior art as evidenced by applicants specification, page 2, lines 7-21, 
indicates that DMBTl (SEQ ID N0:1) is a salivary agglutinin and is known to interact with 
bacterial and viral pathogens (Prakobphol et al, J. Biol. Chem., 275:39860-39866, 2000). 

However, there is a lack of predictability in the art that administration of DMBTl can 
treat or prevent ulcerative colitis caused by all agents. 

The amount of direction or guidance present in the instant specification is insufficient 
support for the extremely broad scope of the instant claims. While the specification 
hypothesizes that DMBTl may treat and prevent diseases, the only working examples are 
directed to Identification, purification and in vitro binding of DMBTl and the production of 
DMBTl knockout mice. There are no working examples of treatment by administration of 
DMBTl. 

Thus, the instant claims constitute merely an invitation to experiment without a 
reasonable expectation of success. 

Conclusion 

5. Claims 31, 35, 37, 61-63 and 67 are rejected. 

6. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Wednesday from 9:00 
AM to 7:30 PM EST. Thursday is the examiner's work at home day. 
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If attempts to reach the Examiner by telephone are unsuccessful, please contact the 
Examiner's Supervisor, Larry Helms, at (571)272-0832. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.Qov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Rodney P. Swartz, Ph.D./ 
Primary Examiner, Art Unit 1645 
November 23, 2010 



